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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1,6-9, 11, 12, and 17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Zamore (U.S. Patent Application No. 2004/0093008). Zamore discloses 
a dilatation balloon with waist portions, cone portions, and a body portion where the 
balloon is formed of a first polymeric composition forming a first layer (A) and a second 
layer (B) is formed on at least a portion of the first layer. The second layer comprises a 
second polymeric composition which is crosslinked to form a compression region on at 
least a portion of the balloon. Zamore discloses that the second polymeric composition 
is crosslinked on at least a portion of the waist portions, the cone portions, or both 
(paragraph [0300]). Zamore also discloses that the body portion is uncrosslinked as 
shown in Figure 1 B where the body portion of the first layer (A) is shown to be 
uncrosslinked. Zamore discloses that the first polymeric composition of the first layer is 
a thermoplastic polymer material that is compatible with the first polymeric composition 
but which is crosslinkable when exposed to crosslinking energy (paragraph [0300]). In 
paragraph [0088], Zamore discloses the first polymeric composition as being a 
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thermoplastic material including polyolefin, polyethylene terephthalate, or polyether 
block amide. In paragraphs [0057] and [0088], Zamore disclose the second polymeric 
composition being a thermoplastic material which is considered to be a thermoset 
material after crosslinking has occurred and can be selected from the group of 
polyolefin or polyethylene. As to claim 17, Zamore discloses a dilatation balloon with a 
first and second waist portion, a first and second cone portion, and a body portion 
where the balloon is formed of a first polymeric composition that forms a first layer (A) 
and a second layer (B) on at least one of the cone portions of the balloon formed from a 
second composition which is crosslinked to form a compression region. Zamore also 
discloses that the body portion of the balloon is uncrosslinked as shown in Figure 1B 
where the body portion of the first layer (A) is shown to be uncrosslinked. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1,5-9, 11-13, and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kaneko et al (U.S. Patent No. 5,344,400) in view of Zamore (U.S. 
Patent Application No. 2004/0093008). Kaneko et al disclose a dilatation balloon with 
waist portions (10, 12), cone portions, and a body portion where the balloon is formed of 
a first polymeric composition forming a first layer (18) and a second layer (16) is formed 
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on at least a portion of the first layer of the balloon. The second layer comprises a 
second polymeric composition (16). Kaneko et al disclose the second polymeric 
composition as being selected from the group of olefins or comprising polyethylene. 
Kaneko et al also disclose a tie layer (17) between a first layer (18) and the second 
layer (1 6). In lines 1 4-26 of column 5, Kaneko et al disclose the first layer or the first 
polymeric composition as a polyolefin or a polyester. In lines 53-68 of column 5, 
Kaneko et al disclose a tie layer between the balloon and the catheter shaft. As to claim 
17, Kaneko et al disclose a dilatation balloon with a first and second waist portion (10, 
12), a first and second cone portion, and a body portion where the balloon is formed 
from a first polymeric composition that forms a first layer (18) and a second layer (16) 
on at least one of the first and second cone portions of the balloon formed from a 
second composition. 

Kaneko et al disclose the balloon substantially as claimed. Even though Kaneko 
et al disclose the second layer being formed on at least a portion of the first layer and 
the second composition being selected from the group of olefins or comprising 
polyethylene (lines 47-53 of column 6), Kaneko et al are silent on the specifics of the 
second polymeric composition being crosslinked to form a compression region and the 
body portion of the balloon being uncrosslinked. Zamore discloses a dilatation balloon 
with a first layer and a second layer on at least a portion of the first layer where the 
second polymeric composition is crosslinked. Zamore also discloses that the body 
portion of the balloon is uncrosslinked as shown in Figure 1B where the body portion of 
the first or inner layer (A) is shown to be uncrosslinked. It would have been obvious to 
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one having ordinary skill in the art at the time the invention was made to make the 
second layer of Kaneko et al from a polymeric composition which is crosslinkable as 
taught by Zamore as both Kaneko et al and Zamore teach dilatation balloons with 
multiple layers and Zamore teaches that it is well known to provide a crosslinkable 
second layer in order to form balloons with varying degrees of compliancy so that the 
balloons can be manufactured with compliance characteristics varying from high 
compliance to low compliance while still having the desired burst strength. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to make the body portion of Kaneko et al to be uncrosslinked as taught by 
Zamore as Zamore teaches that it is well known to have an uncrosslinked inner layer so 
that portions of the inner layer can be easily welded to a catheter shaft. As to claims 7 
and 9, even though Kaneko et al disclose the second composition as polyethylene (lines 
47-53 of column 6), Kaneko et al are silent on the first polymeric composition 
comprising a polyether block amide. Zamore discloses a balloon where the first layer 
comprises a first polymeric composition which is formed of a polyether block amide and 
a second layer comprising a second polymeric composition which is polyethylene. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to use for the first polymeric composition of Kaneko et al a polyether block 
amide as taught by Zamore as both Kaneko et al and Zamore teach balloons with 
multiple layers and Zamore teaches that it is well known to use polyether block amide 
for the first layer. 
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5. Claims 5 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zamore in view of Kaneko et al. Zamore discloses the balloon substantially as claimed. 
However, Zamore is silent on a tie layer between the first layer and the second layer 
and a tie layer between the balloon and the catheter shaft. Kaneko et al disclose a tie 
layer (17) between a first layer (18) and the second layer (16) and a tie layer between 
the balloon and the catheter shaft. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to provide between the first layer and 
the second and between the balloon and the catheter shaft of Zamore a tie layer as 
taught by Kaneko et al as both Zamore and Kaneko et al teach balloons with multiple 
layers and Kaneko et al teach that it is well known to provide a tie layer to allow for good 
adhesion of the first layer to the second layer and of the balloon to the catheter shaft. 

6. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zamore 
in view of Smith et al (U.S. Patent No. 6,083,587). Zamore discloses the balloon 
substantially as claimed. However, Zamore is silent on the specifics of a tie layer 
comprising polyethylene modified with at least one member. Smith et al disclose multi- 
layered polymer structures for medical devices where a tie layer is formed between a 
first layer and a second layer. In lines 1 -22 of column 5, Smith et al disclose the tie 
layer as comprising a polyethylene modified with maleic anhydride. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
provide between the first and second layers of Zamore a tie layer comprising 
polyethylene modified with maleic anhydride as taught by Smith et al as both Zamore 
and Smith et al teach medical devices with multiple layers and Smith et al teach that it is 
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well known to use a tie layer comprising polyethylene modified with maleic anhydride 
between the multiple layers for good adhesion of the first layer to the second layer. 

7. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kaneko 
et al in view of Zamore as applied to claim 6 above, and further in view of Smith et al 
(U.S. Patent No. 6,083,587). Kaneko et al and Zamore disclose the balloon 
substantially as claimed. Even though Kaneko et al disclose the tie layer, Kaneko et al 
are silent on the specifics of the tie layer comprising polyethylene modified with at least 
one member. Smith et al disclose multi-layered polymer structures for medical devices 
where a tie layer is formed between a first layer and a second layer. In lines 1-22 of 
column 5, Smith et al disclose the tie layer as comprising a polyethylene modified with 
maleic anhydride. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to use for the tie layer of Kaneko et al a polyethylene 
modified with maleic anhydride as taught by Smith et al as both Kaneko et al and Smith 
et al teach medical devices with multiple layers and tie layers between the multiple 
layers and Smith et al teach that it is well known to use a polyethylene modified with 
maleic anhydride for the tie layer. 

8. Claims 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zamore in view of Kaneko et al as applied to claim 13 above, and further in view of 
Samuelson et al (U.S. Patent No. 6,464,683). Zamore and Kaneko et al disclose the 
balloon substantially as claimed. Even though Kaneko et al disclose the tie layer, 
Kaneko et al are silent on the specifics of the tie layer comprising a crosslinking inhibitor 
or the tie layer being formed from a polymeric composition having a lower melting 
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temperature than the first polymeric composition. Samuelson et al disclose multi- 
layered polymer structures for medical devices where a tie layer (14) is formed between 
a first layer (1 2) and a second layer (1 6). In lines 1 3-67 of column 7 and in lines 1 -1 4 of 
column 8, Samuelson et al disclose the tie layer as comprising a crosslinking inhibitor 
and as having a lower melting temperature than the first polymeric composition of the 
first layer. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to use for the tie layer of Kaneko et al a crosslinking inhibitor 
with a lower melting temperature than the first polymeric composition of the first layer as 
taught by Samuelson et al as both Kaneko et al and Samuelson et al teach medical 
devices with multiple layers and tie layers between the multiple layers and Samuelson 
et al teach that it is well known to use a crosslinking inhibitor for the tie layer and to use 
a tie layer which has a lower melting temperature than the first layer of the device. 
9. Claims 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kaneko et al in view of Zamore as applied to claim 13 above, and further in view of 
Samuelson et al (U.S. Patent No. 6,464,683). Kaneko et al and Zamore disclose the 
balloon substantially as claimed. Even though Kaneko et al disclose the tie layer, 
Kaneko et al are silent on the specifics of the tie layer comprising a crosslinking inhibitor 
or the tie layer being formed from a polymeric composition having a lower melting 
temperature than the first polymeric composition. Samuelson et al disclose multi- 
layered polymer structures for medical devices where a tie layer (14) is formed between 
a first layer (12) and a second layer (16). In lines 13-67 of column 7 and in lines 1-14 of 
column 8, Samuelson et al disclose the tie layer as comprising a crosslinking inhibitor 
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and as having a lower melting temperature than the first polymeric composition of the 
first layer. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to use for the tie layer of Kaneko et al a crosslinking inhibitor 
with a lower melting temperature than the first polymeric composition of the first layer as 
taught by Samuelson et al as both Kaneko et al and Samuelson et al teach medical 
devices with multiple layers and tie layers between the multiple layers and Samuelson 
et al teach that it is well known to use a crosslinking inhibitor for the tie layer and to use 
a tie layer which has a lower melting temperature than the first layer of the device. 

Response to Arguments 

1 0. Applicant's arguments filed June 1 1 , 2009 have been fully considered but they 
are not persuasive. In response to Applicant's argument in line 24-25 of page 6 that the 
references fail to show certain features of applicant's invention, it is noted that the 
features upon which applicant relies (i.e., the second polymer composition being 
crosslinked on the waist portions, cone portions, or both, but not on the body portion) 
are not recited in the rejected claim(s). Although the claims are interpreted in light of 
the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). The claims do not 
recite that the body portion of the second polymeric composition is uncrosslinked. With 
regards to Applicant's arguments in lines 22-24 of page 6 that Zamore does no disclose 
or suggest that only the waist portions, cone portions, or both are crosslinked while the 
body remains uncrosslinked, these arguments are not deemed persuasive as Zamore 
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does disclose the body portion of the first or inner layer (A) to be uncrosslinked. As 
disclosed in Zamore and as stated in lines 25-32 of page 6 of Applicant's Remarks, 
Zamore does disclose that the balloon has one uncrosslinked layer (A). The body 
portion of this layer is uncrosslinked. Furthermore, the claims are drawn to the second 
polymer composition being crosslinked on the waist portions, the cone portions, or both, 
and the body portion being uncrosslinked. The claims merely recite that the body 
portion is uncrosslinked and Zamore clearly discloses that the body portion of the first or 
inner layer (A) is uncrosslinked. Thus, at least a part of the body portion of the balloon 
of Zamore is uncrosslinked as the balloon has a body portion consisting of a first layer 
and a second layer and Zamore discloses that the first layer (A) is uncrosslinked. 



Conclusion 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BHISMA MEHTA whose telephone number is (571)272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bhisma Mehta/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



